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Lee’s Summit
October 31, 2008 MEDICAL CENTER
U.S. Nuclear Regulatory Commission Region I
Materials Licensing Branch o7 (£G4, LiBeinesi Lo
2343 Warrenville Road
Suite 210

Lisle, IL 60532-4352

RE: Amendment Request
License # 24-24-660-01

Dear Sirs,

1. We wish to add the following physician to our license.
Leo J. Splitter MD, for 10 CFR 35.100, 35.200, and 35.300.
Enclosed is a copy of his American Board of Radiology and a Kansas
Radioactive Materials License 19-C388-01.

2. We wish to remove the following physicians from our license.
Gary Hinson, MD.
Paul Chesis, MD.
Brent Cully, MD.

Kevin Brown, MD.
Pablo Delgado, MD.

If you have any questions concerning this, please do not hesitate to contact the Nuclear
Medicine Department 816-282-5624.

Sincerely,

iy mulle—

Tracy Miller

RECEIVED NoV 1 7 2008

WWW.LEESSUMMITMEDICALCENTER.COM



i : Department of !nsurance, Fmanc:al Institutions and ess:ona! Reg:stratmn
- Division of Professional Registration tig

M:ssoun’ State Board of Regtstrat!on far the Healmg Arts

VALID THROUGH ANUARY 31, 20£ :
ORIGINALC TIF[CATE.-'LICENS )

. LEOJSPI'ITLER M.D.. . .
. 5800 FOXRIDGE DR STE 240
'MISSION KS 66202
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State of Kansas

Radioactive Materials License

Pursuant to the Nuclear Development and Radiation Control Act (L. 1963, Ch. 299) and Kansas Annotated Regulations numbers 28-35-
133 ct. seq. 2ud in reliauce on statements and representations made to this agency by the Heensee desiguated below, a lcense is hereby
lssued awthorizing the licensee to transfer, recelve, possess, aud wae the radioactive material or materisls listed helow; and to use such
materialy at the place or places listed below; and to use (he material for the purpose or purposes listed below. Thia Beense is subject to
all spplicable rulcs, regulations, and orilers now in effect or placed in effect by the Department of Health and Environment and any

comqitions specified below.

Amendment No, 39

LE . Licensee 3. License Number
+ 1. Name MIDWEST DIVISION OPRMC, LILC 19-C388-01
N d.b.a. OVERLAND PARK REG MED CTR | 4. Expiration Date
-2, Address 10500 QUIVIRA RD . November.30, 2009
- OVERLAND PARK, KS 66215 AT
1 _ : ) ‘ :
6. | Radioactive Matcrial 7. | Chemical and/or Physical Form| 8, | Maximum Quantity Licensee
(Element and Mass Number) ' _ '_ May Possess at One Time
_'A. ‘Any radioactivc material - A. Any radiopharmaceutical . - A. As necessary for uses
- "approved in Groups I and I1, ~ listed in Groups I and I1, authorized in Subitem 9.A.
.. KAR2835-135g. ~ - : | KAR2835-135g B
- B. Any radioactive matcnal - B: Any form listed in Group IIl, ©  B. 200 millicuries of each . -
-approved in Group 111, KAR  KAR?28-35-135 g , radioactive material authorized
28-35-135g. = in Subiterh 6.B.
C. Any radioactive material C: Any radmpharmaceuncal €. 50 millicuries of each
- approved in Group IV, K.AR.  : listed inGroup IV, K.A.R. 28-  radioactive material auﬂmnzed.
28-35-135¢. . - . 35- -135p . : in Subitem 6.C.
D.: Any radtqactwe material D Any radmphannaceuncal D. 200 millicuries of each
~approved in Group V, K.AR. i listed in Group V, K.A.R.28- - radioactive material authorized
- 28-35-135g. : . 35-135g. in Subitem 6.D.
E. Cobalt-57 . - E. Any sealed source authorized E. 50 millicuries of each
by 16 CFR 35.65 or " radionuclide, no single
.- equivalent agreement state - - - source-to exeeed 30 a
. regulation. millicnries.
CONDITIONS

9, Authonzod use.
A.. Any dmgnostlc proccdurc listed in Groups Tand I1, K AR. 28-35-135g.

B.  Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in Group 111,
. K.AR.28-35-135g,
C. Any thetapcunc procedure hsted in Group IV, K.AR. 28~35-l35g
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State of Kansas
‘Radioactive Materials License

Supplementary Sheet License Number: 19-C388-01 Amendment No. 39

D.  Any therapeutic procedure listed in Group V, K.A.R. 28-35-135g.
E. To be used for calibration, transmission, reference and quality control.

Radioactive materials shall only'bc used at the following location(s):
MIDWEST DIVISION - OPRMC, LLC, 10500 QUIVIRA RD

. OVERLAND PARK, KS 66215

. The following shall be rcsponsible' for the licensee's radiation protection program

John E, Cullivan R.T. . L Radiation Safety Officer
Radioactive material listed in Itcm ) abOVc is authotized for use by individuals for the matcnals and
uses described as follows::

- Radioactive materials shall be used by or under the supervxslon of an individual listed below:

James R. Bergh M.D." . . Subitem(s) A, B, C,D, B
_Stephen-Bloom M.D. . Subitem(s) A, B
Douglas W. Hughes MD. ~  Subitem(s) A, B, C,D,E
Charles Medbery M.D, ;. Subitem(s) A, B, C, D, E
. UjjavalPaelM.D. .~ Subitem(s) A, B ¢
. Alan Schneider M.D. . . Subiteni(s) A, B
Leo ), Spittler M.D. - Subitem(s) A, B, C, D, E -

The licensee shall perform tcstmg for leakagc or contamination of sealed sources in accordance w1th
KAR 28-35-216a 4 _
The licensee shall conduct a phys:cal inventory every three (3) months to account for al] sealed
sources received and possessed ynder the license. The records-af the. inventories shallbe ...
maintained for two years from the date of the i inventory for inspection by the Radiation Control
Program, Bureau of Air and Radiation, Kansas Department of Health and Environment, and shall
- include the quantities and kmds of radioactive material, loaatlon of scaled sources and the date of
the inventory.

The usé of radidactive matoal m or on humans shall be by a physician,

Sealed sources containing radioactive material shall not be opened.,
A. Radmpharmaccuucals dlspcnscd and/or distributed for human use shall bc either:

( 1) Repackaged from prepnred radiopharmaceuticals that are the subject of an FDA-approved

- "New Drug Application" (NDA} or for which FDA has accepted a "Notice of Claimed

Investigational Exemption for a New Drug" (IND), or

(2) Prepared from‘gencrators and reagent krts that are the subjcct of an FDA-approved NDA or
for which FDA has accepted an IND.
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- State of Kansas
Radioactive Materials License

License Number: 19-C388-01 Amendment No. 39

 B. Prepared radlopharmaceutlcals for which FDA has accepted an IND and radmphannaceuncals

prepared from generators or reagent kits for which FDA has accepted an IND shall be dispensed
and/or distributed; ) ) .

(l) In accordance with the directions provided by the-sponsor of the IND, and

(2) 'Only to physicians who have been accepted by the sponisor of the IND to partxcxpate in
clinical evaluation of the drug

.‘I‘he licensee shall inform, in wutmg, ¢ach physician who pamclpates in an IND evaluation, that the
physician is responsnble to the sponsor of the IND for use of the drug in accordance with protocols
established by the sponsor and for reporting to the sponsor the chmcal information obtained through

use of the drug. |

Paticnts containing thcrapeuhc quantmcs of radmpharmaceuncals ghall remain hospuallzed until the
total effective dose equivalent to any other individual from exposure to thc released individual is not
likely to exceed 5 millisicverts (0.5 rem). , 2

Patients cantammg temporary interstitial of bmchydlempy implants shall remain hospitalized until
surveys made with an appropriate radiation detection instrument indicate all implants have been

- removed. The results of these surveys shall be recorded and maintained for inspection by the

Radiation Control ngram, Bureau of Air and Radiation, Kansaq Dcpartmcnt of Health and
- Environment, .

- The licensee is authorized to hbld radioactive mateﬁal with a physical ha]f-life of less tlmn 65 -

days for decay-in-storage before disposal in ordinary trash provided:
A, Radwactxve waste to be dlsposed in this manner shall be held for a minimum of 10 half-

Iwes

- B. Before disposal as normal waste, radioactive waste shall be surveyed to determine that its

radmacnwty cannof be distinguished ﬁum background and all radiation labels shall be .
removed or ub!:terated

The Iiccnsee may transport t radioactive material or deliver radloactlvc material to a carrier for

transport, in accordance with the prcmsmns nf K. A R. 28-35-1 96a, "Preparation of Radloactwe
Material for Transport".

The thnsec shall comply w:th thc provisions of Kansas Radiation Protection Regulations, Part 4,
“Standards for Protection Agamst Radiation” and Part 10, "Notices, Instructions and Reports to
Waorkers; Inspections." :
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State of Kansas L
Radioactive Materials License
Supplementary Sheet License Number: 19-C388-01 Amendment No. 39

23.  The licensee shall possess and use radioactive material dcscrlbcd in Items 6, 7 and 8 of this license
according to the most restrictive of; the Kansas Radiation Protection Regulations, this license or
statements, representations, and procedures contained in the following documents.

The letter dated October 22, 2004, signed by Kevin J. Hicks, with attachment(s).
The letter-dated February 3, 2005, signed by Jolin E: Cul!wan, with nttachment(s)—

. ~The letter dated March 1 2003, signed by John E. Culiivan, with attachmcnt(s)

"The letter dated June 21, 2005, signed by John B, Cullivan, with attachmcnt(s)
The lctter dated July 3, 2006 signed by John E. Cullivan. .
The letter dated Decembcr 20, 2006, signed by John E. Cullivan, with attachment(s).

g The letter dated Fehruary 26, 2008, signed by John E: Cullivan, with attachment(s).

oo R oo

FOR THE STATE DEPARTMENT OF HEALTH AND ENVIRONMENT
Thomas A. Conley, CHFP
Ralli_ation Control Program

Dae March 18, 2008 By:




Lee's Summit Medical Center
2100 SE Blue Parkway
Lee's Summit, MO 64063
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